
List of Devices for Third Party Review under
the FDA Modernization Act of 1997 - June

2000

This document lists devices currently eligible for review by Accredited Persons. On June 12, 2000 FDA updated
this list to reflect changes in classification and to include additional Class II devices for which device-specific
guidance is now available. These devices are "high-lighted" in red and further identified as new.

An Accredited Person will ordinarily be able to review a Class I device on this list by relying on general FDA
guidance about product review. Agency or other guidance for review of a particular device and/or recognized
national or international standards are available for Accredited Persons to use when reviewing Class II devices on
this list. A list of FDA recognized standards can be found at http://www.fda.gov/cdrh/modact/recstand.html.

The first column of this list provides the classification regulation number for the devices from Title 21 Code of
Federal Regulations (CFR), Parts 862-892. The next two columns show the classification name for the device from
the CFR, and the class of the device. Under each classification regulation name, one or more 3-letter product codes
appears, along with the device name associated with that product code. (Similar devices or "models" are grouped
under the same classification regulation name.)

Anesthesiology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

868.5630 NEBULIZER II        

  CAF -  NEBULIZER (DIRECT PATIENT INTERFACE)      

Clinical Chemistry Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

862.1065 AMMONIA TEST SYSTEM I    General Guidance

  JID -  PHOTOMETRIC METHOD, AMMONIA      

  JIE -  METHOD, ION-EXCHANGE, AMMONIA      

  JIF -  ENZYMATIC METHOD, AMMONIA      

  JIG -  ELECTRODE, ION-SPECIFIC METHOD, AMMONIA      

862.1113 BILIRUBIN (TOTAL AND UNBOUND) IN THE
NEONATE TEST SYSTEM

I    General Guidance

 
MQM -  BILIRUBIN (TOTAL AND UNBOUND) IN THE
NEONATE TEST SYSTEM      

862.1150 CALIBRATOR II        

  JIS -  CALIBRATOR, PRIMARY      
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  JIT -  CALIBRATOR, SECONDARY      

  JIW -  CALIBRATOR, SURROGATE      

  JIX -  CALIBRATOR, MULTI-ANALYTE MIXTURE      

862.1155 HUMAN CHORIONIC GONADOTROPIN (HCG) TEST
SYSTEM

II     

 
DHA -  SYSTEM, TEST, HUMAN CHORIONIC
GONADOTROPIN      

 
JHI -  RADIOIMMUNOASSAY, HUMAN CHORIONIC
GONADOTROPIN      

 
JHJ -  AGGLUTINATION METHOD, HUMAN CHORIONIC
GONADOTROPIN      

 
LFS -  RADIORECEPTOR ASSAY, HUMAN CHORIONIC
GONADOTROPIN      

862.1160 BICARBONATE/CARBON DIOXIDE TEST SYSTEM II        

  JFL -  PH RATE MEASUREMENT, CARBON-DIOXIDE      

  KHS -  ENZYMATIC, CARBON-DIOXIDE      

 
KMS -  PHENOLPHTHALEIN COLORIMETRY,
CARBON-DIOXIDE      

  CHR -  TITRIMETRIC PHENOL RED, CARBON-DIOXIDE      

  CHS -  COULOMETRIC METHOD, CARBON-DIOXIDE      

  CIE -  VOLUMETRIC/MANOMETRIC, CARBON-DIOXIDE      

  CIL -  CRESOL RED COLORIMETRY, CARBON-DIOXIDE      

862.1170 CHLORIDE TEST SYSTEM II        

  JFS -  COULOMETRIC, CHLORIDE      

  CGZ -  ELECTRODE, ION-SPECIFIC, CHLORIDE      

 
CHG -  ACID, PHOSPHORIC-TUNGSTIC
(SPECTROPHOTOMETRIC), CHLORIDE      

 
CHJ -  MERCURIC THIOCYANATE, COLORIMETRY,
CHLORIDE      

 
CHK -  MERCURIC NITRATE AND DIPHENYL CARBAZONE
(TITRIMETRIC), CHLORIDE      

862.1225 CREATININE TEST SYSTEM II        

  JFY -  ENZYMATIC METHOD, CREATININE      

  CGL -  ELECTRODE, ION BASED, ENZYMATIC, CREATININE      

  CGX -  ALKALINE PICRATE, COLORIMETRY, CREATININE      

862.1310 GALACTOSE TEST SYSTEM I    General Guidance

  JIA -  ENZYMATIC METHODS, GALACTOSE    

  JIB -  U.V. METHOD, GALACTOSE    

  JIC -  COLORIMETRIC METHOD, GALACTOSE    
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862.1340 URINARY GLUCOSE (NONQUANTITATIVE) TEST
SYSTEM

II        

 
JIL -  ENZYMATIC METHOD, GLUCOSE (URINARY,
NON-QUANT.)    

862.1345 GLUCOSE TEST SYSTEM II        

  LFR -  GLUCOSE DEHYDROGENASE, GLUCOSE      

  CFR -  HEXOKINASE, GLUCOSE      

  CFW -  COPPER REDUCTION, GLUCOSE      

  CGA -  GLUCOSE OXIDASE, GLUCOSE      

  CGD -  FERRICYANIDE, GLUCOSE      

  CGE -  ORTHOTOLUIDINE, GLUCOSE      

  MRV -  DRINK, GLUCOSE TOLERANCE      

862.1410 IRON (NON-HEME) TEST SYSTEM I    General Guidance

  JIY -  PHOTOMETRIC METHOD, IRON (NON-HEME)      

  JIZ -  ATOMIC ABSORPTION, IRON (NON-HEME)      

  JJA -  RADIO-LABELED IRON METHOD, IRON (NON-HEME)      

 
CFM -  BATHOPHENANTHROLINE, COLORIMETRY, IRON
(NON-HEME)      

862.1415 IRON-BINDING CAPACITY TEST BINDING I    General Guidance

 
JMO -  FERROZINE (COLORIMETRIC) IRON BINDING
CAPACITY      

 
JQD -  RESIN, ION-EXCHANGE, THIOGLYCOLIC ACID,
COLORIMETRY, IRON BINDING CAPACITY      

 
JQE -  RESIN, ION-EXCHANGE, ASCORBIC ACID,
COLORIMETRY, IRON BINDING CAPACITY      

 
JQF -  BATHOPHENANTHROLINE, IRON BINDING
CAPACITY      

  JQG -  RADIOMETRIC, FE59, IRON BINDING CAPACITY      

862.1495 MAGNESIUM TEST SYSTEM I    General Guidance

  JGI -  ATOMIC ABSORPTION, MAGNESIUM      

  JGJ -  PHOTOMETRIC METHOD, MAGNESIUM      

  CFA -  ELECTRODE, ION SPECIFIC, MAGNESIUM      

  CFO -  TITRIMETRIC, MAGNESIUM      

862.1580 PHOSPHORUS (INORGANIC) TEST SYSTEM I    General Guidance

 
CEO -  PHOSPHOMOLYBDATE (COLORIMETRIC),
INORGANIC PHOSPHORUS      

862.1600 POTASSIUM TEST SYSTEM II        

  JGM -  FLAME PHOTOMETRY, POTASSIUM      
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CEJ -  TETRAPHENYL BORATE, COLORIMETRY,
POTASSIUM      

  CEM -  ELECTRODE, ION SPECIFIC, POTASSIUM      

  MZV -  TEST,SYSTEM,POTASSIUM,ENZYMATIC METHOD    

862.1660 QUALITY CONTROL MATERIAL (ASSAYED AND
UNASSAYED)

I    General Guidance

 
JJR -  ELECTROLYTE CONTROLS (ASSAYED AND
UNASSAYED)      

 
JJS -  CONTROLS FOR BLOOD-GASES, (ASSAYED AND
UNASSAYED)      

  JJT -  ENZYME CONTROLS (ASSAYED AND UNASSAYED)      

 
JJW -  URINALYSIS CONTROLS (ASSAYED AND
UNASSAYED)      

 
JJX -  SINGLE (SPECIFIED) ANALYTE CONTROLS
(ASSAYED AND UNASSAYED)      

 
JJY -  MULTI-ANALYTE CONTROLS, ALL KINDS (ASSAYED
AND UNASSAYED)      

 
LCH -  TONOMETER (CALIBRATION AND Q.C. OF
BLOOD-GAS INSTRUMENTS), CLINICAL      

862.1665 SODIUM TEST SYSTEM II        

  JGS -  ELECTRODE, ION SPECIFIC, SODIUM      

  JGT -  FLAME PHOTOMETRY, SODIUM      

  CEI -  URANYL ACETATE/ZINC ACETATE, SODIUM      

  MZU -  SYSTEM,TEST,SODIUM,ENZYMATIC METHOD    

862.1680 TESTOSTERONE TEST SYSTEM I    General Guidance

 
CDZ -  RADIOIMMUNOASSAY, TESTOSTERONES AND
DIHYDROTESTOSTERONE      

862.1730 FREE TYROSINE TEST SYSTEM I    General Guidance

 
CDR -  1-NITROSO-2-NAPHTHOL (FLUOROMETRIC), FREE
TYROSINE    

862.1770 UREA NITROGEN TEST SYSTEM II        

  JGZ -  O-PHTHALALDEHYDE, UREA NITROGEN      

  LFP -  CONDUCTIVITY RATE, UREA NITROGEN      

  CDL -  BERTHELOT INDOPHENOL, UREA NITROGEN      

  CDN -  UREASE, PHOTOMETRIC, UREA NITROGEN      

 
CDQ -  UREASE AND GLUTAMIC DEHYDROGENASE, UREA
NITROGEN      

  CDS -  ELECTRODE, ION SPECIFIC, UREA NITROGEN      

  CDW -  DIACETYL-MONOXIME, UREA NITROGEN      
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862.1775 URIC ACID TEST SYSTEM I    General Guidance

  JHA -  ACID, URIC, URICASE (GASOMETRIC)      

  JHB -  ACID, URIC, URICASE (COLORIMETRIC)      

  JHC -  ACID, URIC, URICASE (OXYGEN RATE)      

  KNK -  ACID, URIC, URICASE (COLORIMETRIC)      

  LFQ -  ACID, URIC, ACID REDUCTION OF FERRIC ION      

  CDH -  ACID, URIC, PHOSPHOTUNGSTATE REDUCTION      

  CDO -  ACID, URIC, URICASE (U.V.)      

Cardiovascular Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

870.1120 BLOOD PRESSURE CUFF II        

  DXQ -  CUFF, BLOOD-PRESSURE      

870.1130 NONINVASIVE BLOOD PRESSUE MEASUREMENT
SYSTEM

II     

 
DXN -  SYSTEM, MEASUREMENT, BLOOD-PRESSURE,
NON-INVASIVE      

870.2300 CARDIAC MONITOR (INCLUDING
CARDIOTACHOMETER AND RATE ALARM)

II        

 
DRT -  MONITOR, CARDIAC (INCL. CARDIOTACHOMETER
& RATE ALARM)      

870.2330 ECHOCARDIOGRAPH II        
  

  DXK -  ECHOCARDIOGRAPH      

870.2340 ELECTROCARDIOGRAPH II        

  DPS -  ELECTROCARDIOGRAPH      

  MLC -  MONITOR, ST SEGMENT      

870.2350 ELECTROCARDIOGRAPH LEAD SWITCHING
ADAPTOR

II     

 
DRW -  ADAPTOR, LEAD SWITCHING,
ELECTROCARDIOGRAPH      

870.2360 ELECTROCARDIOGRAPH ELECTRODE II     

  DRX -  ELECTRODE, ELECTROCARDIOGRAPH      

870.2370 ELECTROCARDIOGRAPH SURFACE ELECTRODE
TESTER

II     

 
KRC -  TESTER, ELECTRODE, SURFACE,
ELECTROCARDIOGRAPHIC      
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870.2880 ULTRASONIC TRANSDUCER II        
  

  JOP -  TRANSDUCER, ULTRASONIC      

Dental Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

872.1800 EXTRAORAL SOURCE X-RAY SYSTEM II     

  EHD -  UNIT, X-RAY, EXTRAORAL WITH TIMER    

872.1810 INTRAORAL SOURCE X-RAY SYSTEM II     

  EAP -  UNIT, X-RAY, INTRAORAL    

872.3060 GOLD BASED ALLOYS AND PRECIOUS METAL
ALLOYS FOR CLINICAL USE

II     

  EJS -  ALLOY, PRECIOUS METAL, FOR CLINICAL USE      

  EJT -  ALLOY, GOLD BASED, FOR CLINICAL USE      

872.3200 RESIN TOOTH BONDING AGENT II        

  KLE -  AGENT, TOOTH BONDING, RESIN      

872.3275 DENTAL CEMENT II        

  EMA -  CEMENT, DENTAL      

 
MZW -  DENTAL CEMENT W/OUT ZINC-OXIDE EUGENOL
AS AN ULCER COVERING FOR PAIN RELIEF    

872.3660 IMPRESSION MATERIAL II        

  ELW -  MATERIAL, IMPRESSION      

872.3690 TOOTH SHADE RESIN MATERIAL II        

  EBF -  MATERIAL, TOOTH SHADE, RESIN      

872.3700 DENTAL MERCURY (U.S.P) I    General Guidance

  ELY -  MERCURY    

872.3710 BASE METAL ALLOY II     

  EJH -  METAL, BASE      

872.4200 DENTAL HANDPIECES AND ACCESSORIES I    General Guidance

  EBW -  CONTROLLER, FOOT, HANDPIECE AND CORD      

  EFA -  HANDPIECE, BELT AND/OR GEAR DRIVEN, DENTAL      

  EFB -  HANDPIECE, AIR-POWERED, DENTAL      

 
EGS -  HANDPIECE, CONTRA- AND RIGHT-ANGLE
ATTACHMENT, DENTAL      

  EKX -  HANDPIECE, DIRECT DRIVE, AC-POWERED      

  EKY -  HANDPIECE, WATER-POWERED      
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872.6250 CHAIR WITH A UNIT I    General Guidance

  KLC -  CHAIR WITH UNIT      

872.6640 DENTAL OPERATIVE UNIT I    General Guidance

  EIA -  UNIT, OPERATIVE DENTAL      

872.6710 BOILING WATER STERILIZER I    General Guidance

  ECG -  STERILIZER, BOILING WATER      

Ear, Nose & Throat Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

874.4490 ARGON LASER FOR OTOLOGY, RHINOLOGY, AND
LARYNGOLOGY

II        

 
LMS -  LASER, MICROSURGICAL ARGON, FOR USES OTHER
THAN OTOLOGY, INCLUDING LARYNGOLOGY &
GENERAL USE IN OTOLARNGOLOGY

   

 
LXR -  LASER, MICROSURGICAL ARGON, FOR USE IN
OTOLOGY    

874.4500 ENT MICROSURGICAL CARBON DIOXIDE LASER
PRODUCT

II        

  EWG -  LASER, ENT MICROSURGICAL CARBON-DIOXIDE    

874.4680 BRONCHOSCOPE (FLEXIBLE OR RIGID) II        

  KTI -  BRONCHOSCOPE ACCESSORY    

Gastroenterology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

876.1075 GASTROENTEROLOGY-UROLOGY BIOPSY
INSTRUMENT

II     

 
FCF -  INSTRUMENT, BIOPSY, MECHANICAL,
GASTROINTESTINAL      

 
FCG -  SET, BIOPSY NEEDLE AND NEEDLE,
GASTRO-UROLOGY      

  FCI -  PUNCH, BIOPSY      

  FCK -  INSTRUMENT, BIOPSY, SUCTION      

  KNW -  INSTRUMENT, BIOPSY      

876.1500 ENDOSCOPE AND ACCESSORIES II     
  

  
  
  

  FAJ -  CYSTOSCOPE, DIAGNOSTIC      

  FAK -  PANENDOSCOPE (GASTRODUODENOSCOPE)      

  FAL -  PANENDOSCOPE (URETHROSCOPE)      
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  FAM -  SIGMOIDOSCOPE, FLEXIBLE      

  FAN -  SIGMOIDOSCOPE, RIGID, ELECTRICAL      

  FBI -  RONGEUR, CYSTOSCOPIC      

  FBK -  NEEDLE, ENDOSCOPIC      

  FBN -  CHOLEDOCHOSCOPE, FLEXIBLE OR RIGID      

  FBO -  CYSTOURETHROSCOPE      

  FBP -  TELESCOPE, RIGID, ENDOSCOPIC      

  FCC -  RETRIEVER, ENDOMAGNETIC      

  FCQ -  LIGHT SOURCE, INCONDESCENT, DIAGNOSTIC      

  FCR -  LIGHT SOURCE, PHOTOGRAPHIC, FIBEROPTIC      

  FCW -  LIGHT SOURCE, FIBEROPTIC, ROUTINE      

 
FCX -  INSUFFLATOR, AUTOMATIC CARBON-DIOXIDE FOR
ENDOSCOPE      

  FDA -  ENTEROSCOPE      

  FDC -  RESECTOSCOPE, WORKING ELEMENT      

  FDE -  SET, LAPAROSCOPY      

  FDF -  COLONOSCOPE, GASTRO-UROLOGY      

  FDP -  APPARATUS, PNEUMOPERITONEUM, AUTOMATIC      

  FDR -  SPHYNCTEROSCOPE      

  FDS -  GASTROSCOPE, GASTRO-UROLOGY      

  FDT -  DUODEDOSCOPE, ESOPHAGO GASTRO      

  FDW -  ESOPHAGOSCOPE, RIGID, GASTRO-UROLOGY      

  FDX -  BRUSH, CYTOLOGY, FOR ENDOSCOPE      

  FEB -  ACCESSORIES, CLEANING, FOR ENDOSCOPE      

  FEC -  OBTURATOR, FOR ENDOSCOPE      

  FED -  SHEATH, FOR ENDOSCOPE      

  FEQ -  PUMP, AIR, NON-MANUAL, FOR ENDOSCOPE      

  FER -  ANOSCOPE, NON-POWERED      

 
FET -  TAPE, TELEVISION & VIDEO, CLOSED-CIRCUIT,
USED DURING ENDOSCOPIC PROCEDURE      

  FFS -  ILLUMINATOR, FIBEROPTIC, FOR ENDOSCOPE      

  FFZ -  CORD, ELECTRIC, FOR ENDOSCOPE      

  FGA -  SET, NEPHROSCOPE      

  FGB -  URETEROSCOPE      

  FGC -  URETHROSCOPE      

  FGS -  CARRIER, SPONGE, ENDOSCOPIC      

  FHO -  NEEDLE, PNEUMOPERITONEUM, SPRING LOADED      
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  FHP -  NEEDLE, PNEUMOPERITONEUM, SIMPLE      

 
FHX -  JELLY, LUBRICATING, FOR TRANSURETHRAL
SURGICAL INSTRUMENT      

  FJL -  RESECTOSCOPE      

  FTI -  LAMP, ENDOSCOPE, INCANDESCENT      

  FTJ -  COLONOSCOPE, GENERAL & PLASTIC SURGERY      

  FTK -  PANCREATOSCOPE, BILIARY      

  GCF -  PROCTOSCOPE      

  GCG -  PERITONEOSCOPE      

  GCH -  MEDIASTINOSCOPE      

  GCI -  LARYNGOSCOPE      

  GCK -  GASTROSCOPE, GENERAL & PLASTIC SURGERY      

  GCL -  ESOPHAGOSCOPE, GENERAL & PLASTIC SURGERY      

  GCM -  ENDOSCOPE, RIGID      

  GCN -  ENDOSCOPE, PRISM      

  GCO -  ENDOSCOPE, MIRROR      

  GCP -  ENDOSCOPE, AC-POWERED AND ACCESSORIES      

  GCQ -  ENDOSCOPE, FLEXIBLE      

  GCR -  ENDOSCOPE, DIRECT VISION      

 
GCS -  ENDOSCOPE, BATTERY-POWERED AND
ACCESSORIES      

  GCT -  LIGHT SOURCE, ENDOSCOPE, XENON ARC      

  GCW -  TRANSFORMER, ENDOSCOPE      

  GDB -  ENDOSCOPE, FIBER OPTIC      

  KDM -  SIGMOIDOSCOPE, RIGID, NON-ELECTRICAL      

  KDO -  RONGEUR, CYSTOSCOPIC, HOT      

  KGD -  SCISSORS FOR CYSTOSCOPE      

  KOG -  ENDOSCOPE AND/OR ACCESSORIES      

876.4300 ENDOSCOPIC ELECTROSURGICAL UNIT AND
ACCESSORIES

II     

  FAR -  UNIT, ELECTROSURGICAL    

 
FAS -  ELECTRODE, ELECTROSURGICAL, ACTIVE,
UROLOGICAL    

 
FBJ -  CORD, ELECTRIC FOR TRANSURETHRAL SURGICAL
INSTRUMENT    

  FDB -  PLATE, PATIENT    

  FDI -  SNARE, FLEXIBLE    

  FDJ -  SNARE, RIGID SELF-OPENING    
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  FDL -  WRISTLET, PATIENT RETURN    

  FEH -  ELECTRODE, FLEXIBLE SUCTION COAGULATOR    

  FFI -  SYSTEM, ALARM, ELECTROSURGICAL    

  FGW -  CLAMP, ELECTRICAL    

 
FHC -  ADAPTOR TO THE CORD, FOR TRANSURETHRAL
SURGICAL INSTRUMENT    

 
FHY -  JELLY, CONTACT, FOR TRANSURETHRAL
SURGICAL INSTRUMENT    

  FHZ -  DESICCATOR, TRANSURETHRAL    

  KGE -  FORCEPS, BIOPSY, ELECTRIC    

 
KNS -  UNIT, ELECTROSURGICAL, ENDOSCOPIC (WITH OR
WITHOUT ACCESSORIES)    

876.4480 ELECTROHYDRAULIC LITHOTRIPTOR II        

  FFK -  LITHOTRIPTOR, ELECTRO-HYDRAULIC    

876.4500 MECHANICAL LITHOTRIPTOR II     

  FGK -  TRIPSOR, STONE, BLADDER      

  LQC -  LITHOTRIPTOR, BILIARY MECHANICAL      

876.4620 URETERAL STENT II     

  FAD -  SPLINT, URETERAL    

876.5010 BILIARY CATHETER AND ACCESSORIES II     

  LQR -  DISLODGER, STONE, BILIARY      

876.5130 UROLOGICAL CATHETER AND ACCESSORIES II     

  EYB -  CATHETER, URETERAL, GASTRO-UROLOGY    

  EYC -  CATHETER, UPPER URINARY TRACT    

  EZC -  CATHETER, COUDE    

  EZD -  CATHETER, STRAIGHT    

  EZL -  CATHETER, RETENTION TYPE, BALLOON    

 
FCM -  TRAY, CATHETERIZATION, STERILE URETHRAL,
WITH OR WITHOUT CATHETER    

  FGF -  CATHETER, URETERAL DISPOSABLE (X-RAY)    

 
FGH -  CATHETER, DOUBLE LUMEN FEMALE
URETHROGRAPHIC    

  FGI -  CATHETER, URETHROGRAPHIC, MALE    

 
GBL -  CATHETER, URETERAL, GENERAL & PLASTIC
SURGERY    

  GBM -  CATHETER, URETHRAL    

  KNY -  ACCESSORIES, CATHETER, G-U    

  KOD -  CATHETER, UROLOGICAL    
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MJC -  CATHETER, UROLOGICAL (ANTIMICROBIAL) AND
ACCESSORIES    

876.5160 UROLOGICAL CLAMPS FOR MALES I    General Guidance

  FHA -  CLAMP, PENILE      

876.5320 NONIMPLANTED ELECTRICAL CONTINENCE
DEVICE

II     

 
KPI -  STIMULATOR, ELECTRICAL FOR INCONTINENCE
(NON-IMPLANTABLE)      

876.5665 WATER PURIFICATION SYSTEM FOR DIALYSIS II        

  FIP -  SUBSYSTEM, WATER PURIFICATION      

876.5820 HEMODIALYSIS SYSTEMS AND ACCESSORIES II        

 
FIJ -  SYSTEM, DIALYSATE DELIVERY, RECIRCULATING,
SINGLE PASS    

  FIK -  SYSTEM, DIALYSATE DELIVERY, RECIRCULATING    

  FIL -  SYSTEM, DIALYSATE DELIVERY, SINGLE PASS    

  FKP -  SYSTEM, DIALYSATE DELIVERY, SINGLE PATIENT    

 
FKQ -  SYSTEM, DIALYSATE DELIVERY, CENTRAL
MULTIPLE PATIENT    

876.5860 HIGH PERMEABILITY HEMODIALYSIS SYSTEM II        

  FII -  SYSTEM, DIALYSATE DELIVERY, SEALED    

Hematology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

864.5425 MULTIPURPOSE SYSTEM FOR IN VITRO
COAGULATION STUDIES

II        

 
JPA -  SYSTEM, MULTIPURPOSE FOR IN VITRO
COAGULATION STUDIES      

864.6550 OCCULT BLOOD TEST II     

  GGG -  GUAIAC REAGENT    

  JIO -  BLOOD, OCCULT, COLORIMETRIC, IN URINE    

  JIP -  BLOOD, OCCULT, ENZYMATIC METHOD, IN URINE    

  KHE -  REAGENT, OCCULT BLOOD    

864.7040 ADENOSINE TRIPHOSPHATE RELEASE ASSAY I    General Guidance

  JWR -  ATP RELEASE (LUMINESCENCE)      

  KHF -  ADENINE NUCLEOTIDE QUANTITATION      

864.7250 ERYTHROPOIETIN ASSAY II        

  GGT -  ASSAY, ERYTHROPOIETIN    

864.7300 FIBRIN MONOMER PARACOAGULATION TEST II        
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  JBN -  FIBRIN MONOMER PARACOAGULATION    

864.7340 FIBRINOGEN DETERMINATION SYSTEM II        

  GFX -  FIBRINOGEN STANDARD      

864.7470 GLYCOSYLATED HEMOGLOBIN ASSAY II     

  LCP -  ASSAY, GLYCOSYLATED HEMOGLOBIN    

864.7500 WHOLE BLOOD HEMOBLOBIN ASSAYS II        

 
GJZ -  CYANOMETHEMOGLOBIN REAGENT AND
STANDARD SOLUTION      

864.8150 CALIBRATOR FOR CELL INDICES II        

  KRX -  CALIBRATOR FOR CELL INDICES      

864.8165 CALBRATOR FOR HEMOGLOBIN OR HEMATOCRIT
MEASUREMENT

II        

 
KRZ -  CALIBRATOR FOR HEMOGLOBIN AND
HEMATOCRIT MEASUREMENT      

864.8175 CALIBRATOR FOR PLATELET COUNTING II        

  KRY -  CALIBRATOR FOR PLATELET COUNTING      

864.8185 CALIBRATOR FOR RED CELL AND WHITE CELL
COUNTING

II        

 
KSA -  CALIBRATOR FOR RED-CELL AND WHITE-CELL
COUNTING      

864.8625 HEMATOLOGY QUALITY CONTROL MIXTURE II     

 
GFS -  STANDARDS AND CONTROLS, HEMOGLOBIN,
NORMAL AND ABNORMAL      

  GGL -  CONTROL, WHITE-CELL      

  GGM -  CONTROL, HEMOGLOBIN      

  GJP -  CONTROL, PLATELET      

  GJR -  CONTROL, RED-CELL      

  GLK -  CONTROL, HEMATOCRIT      

 
GLQ -  MIXTURE, CONTROL, WHITE-CELL AND RED-CELL
INDICES      

 
JCN -  CONTROL, CELL COUNTER, NORMAL AND
ABNORMAL      

  JPK -  MIXTURE, HEMATOLOGY QUALITY CONTROL      

864.8950 RUSSEL VIPER VENOM REAGENT I    General Guidance

  GIR -  REAGENT, RUSSEL VIPER VENOM      

General Hospital Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard
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880.2910 CLINICAL ELECTRONIC THERMOMETER II     

  FLL -  THERMOMETER, ELECTRONIC, CLINICAL      

880.5200 INTRAVASCULAR CATHETER II     

  FOS -  CATHETER, UMBILICAL ARTERY    

 
FOZ - 
CATHETER,INTRAVASCULAR,THERAPEUTIC,SHORT-TERM
LESS THAN 30 DAYS

   

880.5400 NEONATAL INCUBATOR II        

  FMZ -  INCUBATOR, NEONATAL      

880.5410 NEONATAL TRANSPORT INCUBATOR II        

  FPL -  INCUBATOR, NEONATAL TRANSPORT      

880.5570 HYPODERMIC SINGLE LUMEN NEEDLE II     

  FMI -  NEEDLE, HYPODERMIC, SINGLE LUMEN      

  MMK -  CONTAINER, SHARPES      

880.5680 PEDIATRIC POSITION HOLDER I    General Guidance

  FRP -  HOLDER, INFANT POSITION      

880.5725 INFUSION PUMP II     

  FRN -  PUMP, INFUSION      

  LZF -  PUMP, INFUSION, ANALYTICAL SAMPLING      

  LZH -  PUMP, INFUSION, ENTERAL      

  MEA -  PUMP, INFUSION, PCA      

  MEB -  PUMP, INFUSION, ELASTOMERIC      

  MHD -  PUMP, INFUSION, GALLSTONE DISSOLUTION      

  MRZ -  ACCESSORIES, PUMP, INFUSION      

880.5860 PISTON SYRINGE II     

  FMF -  SYRINGE, PISTON      

880.6250 PATIENT EXAMINATION GLOVE I        

  FMC -  GLOVE, PATIENT EXAMINATION      

  LYY -  GLOVE, PATIENT EXAMINATION, LATEX      

  LYZ -  GLOVE, PATIENT EXAMINATION, VINYL      

  LZA -  GLOVE, PATIENT EXAMINATION, POLY      

  LZB -  FINGER COT      

  LZC -  GLOVE, PATIENT EXAMINATION, SPECIALTY      

880.6375 PATIENT LUBRICANT I    General Guidance

  KMJ -  LUBRICANT, PATIENT      
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  MMS -  LUBRICANT, VAGINAL, PATIENT      

880.6760 PROTECTIVE RESTRAINT I     

  FMQ -  RESTRAINT, PROTECTIVE      

  BRT -  RESTRAINT, PATIENT, CONDUCTIVE      

880.6880 STEAM STERILIZER II        

  FLE -  STERILIZER, STEAM      

Immunology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

866.5100 ANTINUCLEAR ANTIBODY IMMUNOLOGICAL
TEST SYSTEM

II     

 
DHN -  ANTINUCLEAR ANTIBODY, INDIRECT
IMMUNOFLUORESCENT, ANTIGEN, CONTROL    

 
KTL -  ANTI-DNA INDIRECT IMMUNOFLUORESCENT SOLID
PHASE    

 
LJM -  ANTINUCLEAR ANTIBODY (ENZYME-LABELED),
ANTIGEN, CONTROLS    

  LKJ -  ANTINUCLEAR ANTIBODY, ANTIGEN, CONTROL    

  LKO -  ANTI-RNP ANTIBODY, ANTIGEN AND CONTROL    

  LKP -  ANTI-SM ANTIBODY, ANTIGEN AND CONTROL    

 
LLL -  EXTRACTABLE ANTINUCLEAR ANTIBODY,
ANTIGEN AND CONTROL    

 
LRM -  ANTI-DNA ANTIBODY (ENZYME-LABELED),
ANTIGEN, CONTROL    

  LSW -  ANTI-DNA ANTIBODY, ANTIGEN AND CONTROL    

866.5270 C-REACTIVE PROTEIN IMMUNOLOGICAL TEST
SYSTEM

II     

  DCH -  SYSTEM, TEST, C-REACTIVE PROTEIN, RHODAMINE      

 
DCK -  C-REACTIVE PROTEIN, ANTIGEN, ANTISERUM, AND
CONTROL      

  DCN -  SYSTEM, TEST, C-REACTIVE PROTEIN      

866.5510 IMMUNOGLOBULINS A,G,M,D,E
IMMUNOLOGICAL TEST SYSTEM

II     

  DEW -  IGG, ANTIGEN, ANTISERUM, CONTROL    

  DFM -  IGE, FERRITIN, ANTIGEN, ANTISERUM, CONTROL    

 
DFO -  IGG, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL    

 
DFZ -  IGG (GAMMA CHAIN SPECIFIC), ANTIGEN,
ANTISERUM, CONTROL    

  DGC -  IGE, ANTIGEN, ANTISERUM, CONTROL    
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  DGD -  IGG, FERRITIN, ANTIGEN, ANTISERUM, CONTROL    

 
DGE -  IGD, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL    

  DGG -  IGD, FITC, ANTIGEN, ANTISERUM, CONTROL    

 
DGH -  IGD, PEROXIDASE, ANTIGEN, ANTISERUM,
CONTROL    

  DGK -  IGG, FITC, ANTIGEN, ANTISERUM, CONTROL    

 
DGL -  IGE, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL    

 
DGO -  IGE, PEROXIDASE, ANTIGEN, ANTISERUM,
CONTROL    

  DGP -  IGE, FITC, ANTIGEN, ANTISERUM, CONTROL    

  CZJ -  IGD, ANTIGEN, ANTISERUM, CONTROL    

 
CZK -  IGA, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL    

 
CZL -  IGA, PEROXIDASE, ANTIGEN, ANTISERUM,
CONTROL    

  CZM -  IGA, FERRITIN, ANTIGEN, ANTISERUM, CONTROL    

  CZN -  IGA, FITC, ANTIGEN, ANTISERUM, CONTROL    

  CZP -  IGA, ANTIGEN, ANTISERUM, CONTROL    

 
DAA -  IGG, PEROXIDASE, ANTIGEN, ANTISERUM,
CONTROL    

 
DAF -  GAMMA GLOBULIN, FITC, ANTIGEN, ANTISERUM,
CONTROL    

 
DAH -  GAMMA GLOBULIN, ANTIGEN, ANTISERUM,
CONTROL    

866.5775 RHEUMATOID FACTOR IMMUNOLOGICAL TEST
SYSTEM

II     

  DHR -  SYSTEM, TEST, RHEUMATOID FACTOR      

866.5870 THYROID AUTOANTIBODY IMMUNOLOGICAL
TEST SYSTEM

II     

 
JNL -  IMMUNOCHEMICAL, THYROGLOBULIN
AUTOANTIBODY    

  JZO -  SYSTEM, TEST, THYROID AUTOANTIBODY    

Microbiology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

862.1660 QUALITY CONTROL MATERIAL (ASSAYED AND
UNASSAYED)

I    General Guidance

  MJX -  KIT, SEROLOGICAL, POSITIVE CONTROL      

  MJY -  KIT, SEROLOGICAL, NEGATIVE CONTROL      
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  MJZ -  KIT, DIRECT ANTIGEN, POSITIVE CONTROL      

  MKA -  KIT, DIRECT ANTIGEN, NEGATIVE CONTROL      

866.1620 ANTIMICROBIAL SUSCEPTIBILITY TEST DISC II        
  

  JTN -  SUSCEPTIBILITY TEST DISCS, ANTIMICROBIAL      

  LTX -  DISCS, ELUTION      

866.1640 ANTIMICROBIAL SUSCEPTIBILITY TEST POWDER II        

  JTT -  SUSCEPTIBILITY TEST POWDERS, ANTIMICROBIAL    

 
JWY -  MANUAL ANTIMICROBIAL SUSCEPTIBILITY TEST
SYSTEMS    

  LIE -  REAGENT/DEVICE, INOCULUM CALIBRATION    

  LOP -  SOLUTION, ANTIMICROBIAL    

 
LRG -  INSTRUMENT FOR AUTO READER &
INTERPRETATION OF OVERNIGHT SUSCEPT. SYSTEMS    

  LTT -  PANELS, TEST, SUSCEPTIBILITY, ANTIMICROBIAL    

  LTW -  SUSCEPTIBILITY TEST CARDS, ANTIMICROBIAL    

866.2390 TRANSPORT CULTURE MEDIUM I    General Guidance

  JSL -  CULTURE MEDIA, ANAEROBIC TRANSPORT      

  JSM -  CULTURE MEDIA, NON-PROPAGATING TRANSPORT      

  JSN -  CULTURE MEDIA, PROPAGATING TRANSPORT      

866.2560 MICROBIAL GROWTH MONITOR I    General Guidance

  MDB -  SYSTEM, BLOOD CULTURING      

866.2850 AUTOMATED ZONE READER I    General Guidance

  KZK -  READER, ZONE, AUTOMATED      

866.2900 MICROBIOLOGICAL SPECIMEN COLLECTION AND
TRANSPORT DEVICE

I    General Guidance

  JTW -  SYSTEM, TRANSPORT, AEROBIC      

  JTX -  TRANSPORT SYSTEMS, ANAEROBIC      

  LIO -  DEVICE, SPECIMEN COLLECTION      

  LKS -  DEVICE, PARASITE CONCENTRATION      

866.3110 CAMPYLOBACTER FETUS SEROLOGICAL
REAGENTS

I    General Guidance

 
GSP -  ANTISERUM, FLUORESCENT, CAMPYLOBACTER
FETUS      

  LQO -  DNA-REAGENTS, CAMPYLOBACTER SPP.      

  LQP -  CAMPYLOBACTER SPP.      

  LYR -  CAMPYLOBACTER PYLORI      
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  MSQ -  TEST, UREA (BREATH OR BLOOD)    

866.3120 CHLAMYDIA SEROLOGICAL REAGENTS I    General Guidance

 
GPT -  ANTISERUM, CF, PSITTACOSIS (CHLAMYDIA
GROUP)      

  GPW -  ANTIGEN, CF, PSITTACOSIS (CHLAMYDIA GROUP)      

 
LJC -  ENZYME LINKED IMMUNOABSORBENT ASSAY,
(CHLAMYDIAE GROUP)      

 
LJP -  ANTISERUM, FLUORESCENT, CHLAMYDIA
TRACHOMATIS      

 
LKH -  ANTISERA, IMMUNOPEROXIDASE, CHLAMYDIA
SPP.      

  LKI -  ANTISERA, FLUORESCENT, CHLAMYDIA SPP.      

  LSK -  DNA-REAGENTS, CHLAMYDIA      

  MGM -  C. TRACHOMATIS (CHLAMYDIA GROUP)      

 
MKZ -  DNA PROBE, NUCLEIC ACID AMPLIFICATION,
CHLAMYDIA      

866.3235 EPSTEIN-BARR VIRUS SEROLOGICAL REAGENTS I    General Guidance

  GNP -  ANTISERUM, CF, EPSTEIN-BARR VIRUS      

 
GNQ -  ANTIGEN, CF (INCLUDING CF CONTROL),
EPSTEIN-BARR VIRUS      

  JRY -  ANTISERUM, FLUORESCENT, EPSTEIN-BARR VIRUS      

  LJN -  ANTIBODY IGM, IF, EPSTEIN-BARR VIRUS      

  LLM -  EPSTEIN-BARR VIRUS NUCLEAR ANTIGEN TEST      

  LSE -  EPSTEIN-BARR VIRUS, OTHER      

  LSF -  DNA-REAGENTS, EPSTEIN-BARR VIRUS      

  MCD -  ANTIGEN, EBV, CAPSID      

866.3370 MYCOBACTERIUM TUBERCULOSIS
IMMUNOFLUORESCENT REAGENTS

I    General Guidance

 
GRT -  ANTISERUM, FLUORESCENT, MYCOBACTERIUM
TUBERCULOSIS      

  LQF -  DNA-REAGENTS, MYCOBACTERIUM SPP.      

866.3870 TRYPANOSOMA SPP. SEROLOGICAL REAGENTS I    General Guidance

  GND -  ANTIGEN, IHA, T. CRUZI      

  GNE -  ANTIGEN, LATEX AGGLUTINATION, T. CRUZI      

  GNF -  ANTIGEN, CF, T. CRUZI      

 
MIU -  ENZYME LINKED IMMUNOSORBENT ASSAY, T.
CRUZI      

  MIV -  IMMUNOFLUORESCENT ASSAY, T. CRUZI      
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Neurology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

882.1030 ATAXIAGRAPH I    General Guidance

  GWW -  ATAXIAGRAPH      

882.1240 ECHOENCEPHALOGRAPH II        
  

  GXW -  ECHOENCEPHALOGRAPH      

882.1310 CORTICAL ELECTRODE II        

  GYC -  ELECTRODE, CORTICAL    

882.1320 CUTANEOUS ELECTRODE II        

  GXY -  ELECTRODE, CUTANEOUS      

882.1400 ELECTROENCEPHALOGRAPH II        

  GWQ -  ELECTROENCEPHALOGRAPH      

882.1420 ELECTROENCEPHALOGRAM (EEG) SIGNAL
SPECTRUM ANALYZER

I    General Guidance

 
GWS -  ANALYZER, SPECTRUM,
ELECTROENCEPHALOGRAM SIGNAL      

882.1480 NEUROLOGICAL ENDOSCOPE II        

  GWG -  ENDOSCOPE, NEUROLOGICAL      

882.4060 VENTRICULAR CANNULA I    General Guidance

  HCD -  CANNULA, VENTRICULAR      

882.4545 SHUNT SYSTEM IMPLANTATION INSTRUMENT I    General Guidance

  GYK -  INSTRUMENT, SHUNT SYSTEM IMPLANTATION      

882.5890 TRANSCUTANEOUS ELECTRICAL NERVE
STIMULATOR FOR PAIN RELIEF

II        

 
GZJ -  STIMULATOR, NERVE, TRANSCUTANEOUS, FOR
PAIN RELIEF      

Obstetrics/Gynecology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

884.1690 HYSTEROSCOPE AND ACCESSORIES II        

  HIH -  HYSTEROSCOPE (AND ACCESSORIES)      

884.1700 HYSTEROSCOPIC INSUFFLATOR II     

  HIG -  INSUFFLATOR, HYSTEROSCOPIC    

884.1720 GYNECOLOGIC LAPAROSCOPE AND
ACCESSORIES

II        
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HET -  LAPAROSCOPE, GYNECOLOGIC (AND
ACCESSORIES)      

884.1730 LAPAROSCOPIC INSUFFLATOR II     

  HIF -  INSUFFLATOR, LAPAROSCOPIC    

884.2225 OBSTETRIC-GYNECOLOGIC ULTRASONIC
IMAGER

II        
  

  HEM -  IMAGER, ULTRASONIC OBSTETRIC-GYNECOLOGIC      

  HEN -  CALIPER, FETAL HEAD, ULTRASONIC      

 
HHJ -  LOCATOR, INTRACORPOREAL DEVICE,
ULTRASONIC      

  HHX -  HOLOGRAPH, FETAL, ACOUSTICAL      

884.2660 FETAL ULTRASONIC MONITOR AND
ACCESSORIES

II        
  

 
HEI -  MONITOR, HEART-VALVE MOVEMENT, FETAL,
ULTRASONIC      

  HEJ -  MONITOR, HEMIC SOUND, ULTRASONIC      

  HEK -  MONITOR, HEART SOUND, FETAL, ULTRASONIC      

  HEL -  MONITOR, HEART RATE, FETAL, ULTRASONIC      

  HEP -  MONITOR, BLOOD-FLOW, ULTRASONIC      

 
HEQ -  MONITOR, PRESSURE, ARTERIAL, FETAL,
ULTRASONIC      

  KNG -  MONITOR, ULTRASONIC, FETAL      

884.2960 OBSTETRIC ULTRASONIC TRANSDUCER AND
ACCESSORIES

II        
  

  HGL -  TRANSDUCER, ULTRASONIC, OBSTETRIC      

884.2980 TELETHERMOGRAPHIC SYSTEM I    General Guidance

 
LHQ -  SYSTEM, TELETHERMOGRAPHIC (ADJUNCTIVE
USE)      

884.2982 LIQUID CRYSTAL THERMOGRAPHIC SYSTEM I    General Guidance

 
KYA -  SYSTEM, THERMOGRAPHIC, LIQUID CRYSTAL,
NONPOWERED (ADJUNCTIVE USE)      

  LHM -  SYSTEM, THERMOGRAPHIC, LIQUID CRYSTAL      

884.4120 GYNECOLOGIC ELECTROCAUTERY AND
ACCESSORIES

II     

 
HGI -  ELECTROCAUTERY, GYNECOLOGIC (AND
ACCESSORIES)    

884.4550 GYNECOLOGIC SURGICAL LASER II        

  HHR -  LASER, SURGICAL, GYNECOLOGIC    
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  LLW -  LASER, NEODYMIUM:YAG FOR GYNECOLOGIC USE    

884.5300 CONDOM II     
  

  

  HIS -  CONDOM      

  MOL -  CONDOM, NON-LATEX    

884.5310 CONDOM WITH SPERMICIDAL LUBRICANT II     
  

  

  LTZ -  CONDOM WITH NONOXYNOL-9      

884.5460 SCENTED OR SCENTED DEODORIZED
MENSTRUAL TAMPON

II     

  HIL -  TAMPON, MENSTRUAL, SCENTED, DEODORIZED      

884.5470 UNSCENTED MENSTRUAL TAMPON II     

  HEB -  TAMPON, MENSTRUAL, UNSCENTED      

884.6100 ASSISTED REPRODUCTION NEEDLE II        

  MQE -  NEEDLE, ASSISTED REPRODUCTION    

884.6110 ASSISTED REPRODUCTION CATHETER II        

  MQF -  CATHETER, ASSISTED REPRODUCTION    

884.6120 ASSISTED REPRODUCTION ACCESSORY II        

  MQG -  ACCESSORY, ASSISTED REPRODUCTION    

884.6130 ASSISTED REPRODUCTION MICROTOOLS II        

  MQH -  MICROTOOLS, ASSISTED REPRODUCTION    

884.6140 ASSISTED REPRODUCTION MICROTOOL
FABRICATION INSTRUMENTATION

II        

 
MQI -  MICROTOOL FABRICATION, ASSISTED
REPRODUCTION    

884.6150 ASSISTED REPRODUCTION
MICROMANIPULATORS AND MICROINJECTORS

II        

 
MQJ -  MICROMANIPULATORS AND MICROINJECTORS,
ASSISTED REPRODUCTION    

884.6160 ASSISTED REPRODUCTION LABWARE II        

  MQK -  LABWARE, ASSISTED REPRODUCTION    

 
MTW -  SYSTEM,WATER,REPRODUCTION,ASSISTED,AND
PURIFICATION    

884.6180 REPRODUCTIVE MEDIA AND SUPPLEMENTS II        

  MQL -  MEDIA, REPRODUCTIVE    

884.6190 ASSISTED REPRODUCTION MICROSCOPE AND
MICROSCOPE ACCESSORIES

I    General Guidance
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MTX -  MICROSCOPE AND MICROSCOPE
ACCESSORIES,REPRODUCTION,ASSISTED    

Ophthalmic Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

886.1570 OPHTHALMOSCOPE - 2 CLASSES II        

  HLI -  OPHTHALMOSCOPE, AC-POWERED      

  HLJ -  OPHTHALMOSCOPE, BATTERY-POWERED      

  MYC -  OPHTHALMOSCOPE,LASER,SCANNING    

886.1780 RETINOSCOPE II        

  HKL -  RETINOSCOPE, AC-POWERED      

886.1850 AC-POWERED SLIT-LAMP BIOMICROSCOPE II        

  HJO -  BIOMICROSCOPE, SLIT-LAMP, AC-POWERED      

886.3400 KERATOPROSTHESIS II        

 
MLP -  KERATOPROSTHESIS, TEMPORARY IMPLANT,
SURGICAL USE    

886.4070 POWERED CORNEAL BURR I    General Guidance

  HLD -  ENGINE, TREPHINE, ACCESSORIES, GAS-POWERED      

  HOG -  BURR, CORNEAL, BATTERY-POWERED      

  HQS -  BURR, CORNEAL, AC-POWERED      

 
HRF -  ENGINE, TREPHINE, ACCESSORIES,
BATTERY-POWERED      

  HRG -  ENGINE, TREPHINE, ACCESSORIES, AC-POWERED      

886.4150 VITREOUS ASPIRATION AND CUTTING
INSTRUMENT

II        

 
HKP -  INSTRUMENT, VITREOUS ASPIRATION AND
CUTTING, BATTERY-POWERED      

 
HQE -  INSTRUMENT, VITREOUS ASPIRATION AND
CUTTING, AC-POWERED      

  MLZ -  VITRECTOMY, INSTRUMENT CUTTER      

  MMC -  DILATOR, EXPANSIVE IRIS (ACCESSORY)      

886.4300 INTRACULAR LENS GUIDE I    General Guidance

 
MSS -  FOLDERS AND INJECTORS, INTRAOCULAR LENS
(IOL)    

  NCE -  INJECTOR, CAPSULAR TENSION RING      

886.4370 KERATOME I    General Guidance

  HMY -  KERATOME, BATTERY-POWERED      

  HNO -  KERATOME, AC-POWERED      
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  MYD -  KERATOME,WATER JET      

886.4390 OPHTHALMIC LASER II        

  HQF -  LASER, OPHTHALMIC    

 
LQJ -  LENS, SURGICAL, LASER, ACCESSSORY,
OPHTHALMIC LASER    

886.4392 ND:YAG LASER FOR POSTERIOR CAPSULOTOMY II        

 
LXS -  LASER, NEODYMIUM:YAG, OPHTHALMIC FOR
POSTERIOR CAPSULOTOMY AND CUTTING PUPILLA    

886.4670 PHACOFRAGMENTATION SYSTEM II     

  HQC -  UNIT, PHACOFRAGMENTATION      

886.5916 RIGID GAS PERMEABLE CONTACT LENS II     

  HQD -  LENS, CONTACT (OTHER MATERIAL) - DAILY    

886.5918 RIGID GAS PERMEABLE CONTACT LENS CARE
PRODUCTS

II     

 
MRC -  PRODUCTS, CONTACT LENS CARE, RIGID GAS
PERMEABLE    

886.5925 SOFT (HYDROPHILIC) CONTACT LENS II     

  LPL -  LENSES, SOFT CONTACT, DAILY WEAR    

  MVN -  LENS, CONTACT, (DISPOSABLE)    

  MZD -  SYSTEM,IN-OFFICE TINTING,CONTACT LENSES    

886.5928 SOFT (HYDROPHYLIC) CONTACT LENS CARE
PRODUCTS

II     

 
LPN -  ACCESSORIES TO CONTACT LENSES - CLEANING
AND WETTING AGENTS    

  LRX -  CASE, CONTACT LENS    

  LYL -  ACCESSORIES TO CONTACT LENS SOLUTION    

Orthopedic Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

888.1100 ARTHROSCOPE II     

  HRX -  ARTHROSCOPE      

Pathology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

864.1860 IMMUNOHISTOCHEMISTRY REAGENTS AND KITS II        

 
MXZ -  IMMUNOHISTOCHEMISTRY
ASSAY,ANTIBODY,PROGESTERONE RECEPTOR    
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MYA -  IMMUNOHISTOCHEMISTRY ANTIBODY ASSAY,
ESTROGEN RECEPTOR    

 
NBK -  SYSTEM,TEST,(IHC),TUMOR
MARKER,MONITORING,BLADDER CANCER    

Physical Medicine Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

890.1385 DIAGNOSTIC ELECTROMYOGRAPH NEEDLE
ELECTRODE

II        

 
IKT -  ELECTRODE, NEEDLE, DIAGNOSTIC
ELECTROMYOGRAPH    

890.3800 MOTORIZED THREE-WHEELED VEHICLE II        

  INI -  VEHICLE, MOTORIZED 3-WHEELED    

890.3850 MECHANICAL WHEELCHAIR I    General Guidance

  IOR -  WHEELCHAIR, MECHANICAL      

  LBE -  STROLLER, ADAPTIVE      

890.3860 POWERED WHEELCHAIR II        

  ITI -  WHEELCHAIR, POWERED    

890.3880 SPECIAL GRADE WHEELCHAIR II        

  IQC -  WHEELCHAIR, SPECIAL GRADE    

890.3900 STANDUP WHEELCHAIR II        

  IPL -  WHEELCHAIR, STANDUP    

890.5100 IMMERSION HYDROBATH II        

  ILJ -  BATH, HYDRO-MASSAGE    

  ILM -  BATH, SITZ, POWERED    

890.5710 HOT OR COLD DISPOSABLE PACK I    General Guidance

  IMD -  PACK, HOT OR COLD, DISPOSABLE      

Radiology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

872.1800 EXTRAORAL SOURCE X-RAY SYSTEM II     

  MUH -  SYSTEM,X-RAY,EXTRAORAL SOURCE,DIGITAL    

884.2660 FETAL ULTRASONIC MONITOR AND
ACCESSORIES

II        
  

  LXE -  DOPPLER, FETAL, ULTRASOUND      

  MAA -  MONITOR, FETAL DOPPLER ULTRASOUND      

892.1000 MAGNETIC RESONANCE DIAGNOSTIC DEVICE II        
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LNH -  SYSTEM, NUCLEAR MAGNETIC RESONANCE
IMAGING      

 
LNI -  SYSTEM, NUCLEAR MAGNETIC RESONANCE
SPECTROSCOPIC      

  MOS -  COIL, MAGNETIC RESONANCE, SPECIALTY      

892.1100 SCINTILLATION GAMMA CAMERA I    General Guidance

  IYX -  CAMERA, SCINTILLATION (GAMMA)      

892.1110 POSITRON CAMERA I    General Guidance

  IZC -  CAMERA, POSITRON      

892.1200 EMISSION COMPUTED TOMOGRAPHY SYSTEM II        

  KPS -  SYSTEM, TOMOGRAPHY, COMPUTED, EMISSION      

892.1310 NUCLEAR TOMOGRAPHIC SYSTEM II        

  JWM -  SYSTEM, TOMOGRAPHIC, NUCLEAR      

892.1360 RADIONUCLIDE DOSE CALIBRATOR II        

  KPT -  CALIBRATOR, DOSE, RADIONUCLIDE      

892.1540 NONFETAL ULTRASONIC MONITOR II        
  

  JAF -  MONITOR, ULTRASONIC, NONFETAL      

892.1550 ULTRASONIC PULSED DOPPLER IMAGING
SYSTEM

II        
  

  IYN -  SYSTEM, IMAGING, PULSED DOPPLER, ULTRASONIC      

892.1560 ULTRASONIC PULSED ECHO IMAGING SYSTEM II        
  

  IYO -  SYSTEM, IMAGING, PULSED ECHO, ULTRASONIC      

892.1570 DIAGNOSTIC ULTRASONIC TRANSDUCER II        
  

  ITX -  TRANSDUCER, ULTRASONIC, DIAGNOSTIC      

  MUI -  MEDIA,COUPLING,ULTRASOUND    

892.1600 ANGIOGRAPHIC X-RAY SYSTEM II     

  IZI -  SYSTEM, X-RAY, ANGIOGRAPHIC      

892.1610 DIAGNOSTIC X-RAY BEAM LIMITING DEVICE II     

  IZS -  APERTURE, RADIOGRAPHIC      

  IZT -  CONE, RADIOGRAPHIC      

  IZW -  COLLIMATOR, AUTOMATIC, RADIOGRAPHIC      

  IZX -  COLLIMATOR, MANUAL, RADIOGRAPHIC      

  KPW -  DEVICE, BEAM LIMITING, X-RAY, DIAGNOSTIC      
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892.1620 CINE OR SPOT FLUOROGRAPHIC X-RAY CAMERA II     

  IZJ -  CAMERA, X-RAY, FLUOROGRAPHIC, CINE OR SPOT      

892.1630 ELECTROSTATIC X-RAY IMAGING SYSTEM II     

  IXK -  SYSTEM, IMAGING, X-RAY, ELECTROSTATIC      

892.1650 IMAGE-INTENSIFIED FLUOROSCOPIC X-RAY
SYSTEM

II     
  

  

 
JAA -  SYSTEM, X-RAY, FLUOROSCOPIC,
IMAGE-INTENSIFIED      

 
MQB -  SOLID STATE X-RAY IMAGER (FLAT
PANEL/DIGITAL IMAGER)    

892.1670 SPOT FILM DEVICE II     

  IXL -  DEVICE, SPOT-FILM      

892.1680 STATIONARY X-RAY SYSTEM II     

  KPR -  SYSTEM, X-RAY, STATIONARY      

892.1710 MAMMOGRAPHIC X-RAY SYSTEM II     

  IZH -  SYSTEM, X-RAY, MAMMOGRAPHIC    

892.1720 MOBILE X-RAY SYSTEM II     

  IZL -  SYSTEM, X-RAY, MOBILE      

892.1740 TOMOGRAPHIC X-RAY SYSTEM II     

  IZF -  SYSTEM, X-RAY, TOMOGRAPHIC      

892.1750 COMPUTED TOMOGRAPHY X-RAY SYSTEM II     

  JAK -  SYSTEM, X-RAY, TOMOGRAPHY, COMPUTED      

892.1820 PNEUMOENCEPHALOGRAPHIC CHAIR II     

  HBK -  CHAIR, PNEUMOENCEPHALOGRAPHIC      

892.1850 RADIOGRAPHIC FILM CASSETTE II     

  IXA -  CASSETTE, RADIOGRAPHIC FILM      

892.1860 RADIOGRAPHIC FILM/CASSETTE CHANGER II     

  KPX -  CHANGER, RADIOGRAPHIC FILM/CASSETTE      

892.1870 RADIOGRAPHIC FILM/CASSETTE CHANGER
PROGRAMMER

II     

 
IZP -  PROGRAMMER, CHANGER, FILM/CASSETTE,
RADIOGRAPHIC      

892.1900 AUTOMATIC RADIOGRAPHIC-FILM PROCESSOR II        

  EGT -  CONTROLLER, TEMPERATURE, RADIOGRAPHIC      

  EGW -  DRYER, FILM, RADIOGRAPHIC      
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EGY -  PROCESSOR, RADIOGRAPHIC-FILM, AUTOMATIC,
DENTAL      

  IXW -  PROCESSOR, RADIOGRAPHIC-FILM, AUTOMATIC      

  IXX -  PROCESSOR, CINE FILM      

General & Plastic Surgery Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

876.1500 ENDOSCOPE AND ACCESSORIES II     
  

  
  
  

  GCJ -  LAPAROSCOPE, GENERAL & PLASTIC SURGERY      

878.4400 ELECTROSURGICAL CUTTING AND
COAGULATION DEVICE AND ACCESSORIES

II        

  DWG -  ELECTROSURGICAL DEVICE      

 
GEI -  DEVICE, ELECTROSURGICAL, CUTTING &
COAGULATION & ACCESSORIES      

  HAM -  APPARATUS, ELECTROSURGICAL      

  JOS -  ELECTRODE, ELECTROSURGICAL      

  JOT -  ELECTRODE, GEL, ELECTROSURGICAL      

 
BWA -  UNIT, ELECTROSURGICAL ANDCOAGULATION,
WITH ACCESSORIES      

 
MUL - 
GENERATOR,ELECTROSURGICAL,COAGULATION,CANCER    

878.4460 SURGEON'S GLOVES I        

  KGO -  SURGEON'S GLOVES      

878.4580 SURGICAL LAMP II        

  FQP -  LAMP, OPERATING-ROOM      

  FSQ -  LIGHT, SURGICAL, INSTRUMENT      

  FSS -  LIGHT, SURGICAL, FLOOR STANDING      

  FST -  LIGHT, SURGICAL, FIBEROPTIC      

  FSW -  LIGHT, SURGICAL, ENDOSCOPIC      

  FSX -  LIGHT, SURGICAL, CONNECTOR      

  FSY -  LIGHT, SURGICAL, CEILING MOUNTED      

  FSZ -  LIGHT, SURGICAL, CARRIER      

  FTA -  LIGHT, SURGICAL, ACCESSORIES      

  FTD -  LAMP, SURGICAL      

  FTF -  ILLUMINATOR, NON-REMOTE      

  FTG -  ILLUMINATOR, REMOTE      
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  GBC -  LAMP, SURGICAL, INCANDESCENT      

  HBI -  ILLUMINATOR, FIBEROPTIC, SURGICAL FIELD      

  HJE -  LAMP, FLUORESCEIN, AC-POWERED      

878.4780 POWERED SUCTION PUMP II    General Guidance

 
JCX -  APPARATUS, SUCTION, WARD USE, PORTABLE,
AC-POWERED      

 
BTA -  PUMP, PORTABLE, ASPIRATION (MANUAL OR
POWERED)      

878.4810 LASER SURGICAL INSTRUMENT FOR USE IN
GENERAL & PLASTIC SURGERY & IN
DERMATOLOGY

II        

  GEX -  LASER INSTRUMENT, SURGICAL, POWERED    

880.5090 LIQUID BANDAGE I    General Guidance

  KMF -  BANDAGE, LIQUID      

Toxicology Panel

Section No. Regulation Name
Product Code-Device Name Class Recently

Added
Relevant

Guidance/Standard

862.3050 BREATH-ALCOHOL TEST SYSTEM I    General Guidance

  DJZ -  DEVICES, BREATH TRAPPING, ALCOHOL    

862.3100 AMPHETAMINE TEST SYSTEM II     

  DIT -  THIN LAYER CHROMATOGRAPHY, AMPHETAMINE      

  DJL -  FREE RADICAL ASSAY, AMPHETAMINE      

  DJP -  RADIOIMMUNOASSAY, AMPHETAMINE      

  DKZ -  ENZYME IMMUNOASSAY, AMPHETAMINE      

  DNI -  LIQUID CHROMATOGRAPHY, AMPHETAMINE      

  DOD -  GAS CHROMATOGRAPHY, AMPHETAMINE      

 
DPJ -  RADIOIMMUNOASSAY, AMPHETAMINE (125-I),
GOAT ANTIBODY, AMMONIUM SULFATE SEP.      

862.3110 ANTIMONY TEST SYSTEM I    General Guidance

  DNE -  ATOMIC ABSORPTION, ANTIMONY      

862.3120 ARSENIC TEST SYSTEM I    General Guidance

  DNZ -  ATOMIC ABSORPTION, ARSENIC      

862.3200 CLINICAL TOXICOLOGY CALIBRATOR II        

  DKB -  CALIBRATORS, DRUG MIXTURE      

  DLJ -  CALIBRATORS, DRUG SPECIFIC      

  DNN -  CALIBRATORS, ETHYL ALCOHOL      

862.3220 CARBON MONOXIDE TEST SYSTEM I    General Guidance
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JKS -  SPECTRAL ABSORB. CURVE, OXYHEMOGLOBIN,
CARBOXYHEMOGLOBIN, CARBON-MONOXIDE      

  JKT -  GAS CHROMATOGRAPH, CARBON-MONOXIDE      

 
MRS -  TEST SYSTEM, NICOTINE, COTININE,
METABOLITES    

862.3240 CHOLINESTERASE TEST SYSTEM I    General Guidance

  DIG -  CHOLINESTERASE TEST PAPER      

  DIH -  COLORIMETRY, CHOLINESTERASE      

 
DLI -  ACETYLCHOLINE CHLORIDE, SPECIFIC REAGENT
FOR PSEUDO CHOLINESTERASE      

 
DMR -  SOLUTION, M-NITROPHENOL, SPECIFIC REAGENT
FOR CHOLINESTERASE      

  DOH -  ELECTROMETRY, CHOLINESTERASE      

862.3250 COCAINE AND COCAINE METABOLITE TEST
SYSTEM

II     

  DIN -  GAS CHROMATOGRAPHY, COCAINE      

 
DIO -  ENZYME IMMUNOASSAY, COCAINE AND COCAINE
METABOLITES      

  DIR -  FREE RADICAL ASSAY, COCAINE      

 
DLN -  HEMAGGLUTINATION, COCAINE METABOLITES
(BENZOYLECGNONINE)      

  DMN -  THIN LAYER CHROMATOGRAPHY, COCAINE      

  DNG -  FREE RADICAL, BENZOYLECGNONINE      

 
DOM -  THIN LAYER CHROMATOGRAPHY,
BENZOYLECGNONINE      

  JXO -  ENZYME IMMUNOASSAY, COCAINE      

  KLN -  RADIOIMMUNOASSAY, COCAINE METABOLITE      

 
LAC -  HIGH PRESSURE LIQUID CHROMATOGRAPHY,
COCAINE AND COCAINE METABOLITES      

862.3270 CODEINE TEST SYSTEM II     

  DLD -  THIN LAYER CHROMATOGRAPHY, CODEINE      

  LAD -  GAS CHROMATOGRAPHY, CODEINE      

 
LAE -  HIGH PRESSURE LIQUID CHROMATOGRAPHY,
CODEINE      

862.3280 CLINICAL TOXICOLOGY CONTROL MATERIAL I    General Guidance

  DIE -  HEAVY METALS CONTROL MATERIALS    

  DIF -  DRUG MIXTURE CONTROL MATERIALS    

  DJK -  DIGITOXIN CONTROL SERUM, RIA    

  DKC -  ALCOHOL CONTROL MATERIALS    
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  DMP -  DIGOXIN CONTROL SERUM, RIA    

  LAS -  DRUG SPECIFIC CONTROL MATERIALS    

  LAW -  THEOPHYLLINE CONTROL MATERIALS    

  LAX -  LIDOCAINE CONTROL MATERIALS    

  LAY -  METHOTREXATE CONTROL MATERIALS    

  LAZ -  N-ACETYLPROCAINAMIDE CONTROL MATERIALS    

  LBA -  PROCAINAMIDE CONTROL MATERIALS    

862.3600 MERCURY TEST SYSTEM I    General Guidance

  DPH -  MERCURY, ATOMIC ABSORPTION      

862.3610 METHAMPHETAMINE TEST SYSTEM II     

 
DJC -  THIN LAYER CHROMATOGRAPHY,
METAMPHETAMINE      

  LAF -  GAS CHROMATOGRAPHY, METHAMPHETAMINE      

 
LAG -  HIGH PRESSURE LIQUID CHROMATOGRAPHY,
METHAMPHETAMINE      

862.3620 METHADONE TEST SYSTEM II     

  DIW -  HEMAGGLUTINATION INHIBITION, METHADONE    

  DJR -  ENZYME IMMUNOASSAY, METHADONE    

  DKR -  THIN LAYER CHROMATOGRAPHY, METHADONE    

  DMB -  GAS CHROMATOGRAPHY, METHADONE    

  DNT -  LIQUID CHROMATOGRAPHY, METHADONE    

  DPP -  FREE RADICAL ASSAY, METHADONE    

862.3640 MORPHINE TEST SYSTEM II     

 
DIQ -  RADIOIMMUNOASSAY, MORPHINE (3-H), GOAT
ANTIBODY AMMONIUM SULFATE SEP.      

  DJJ -  FLUOROMETRY, MORPHINE      

  DLR -  HEMAGGLUTINATION INHIBITION, MORPHINE      

  DMY -  GAS CHROMATOGRAPHY, MORPHINE      

 
DNA -  RADIOIMMUNOASSAY, MORPHINE-BARBITURATE
(125-I), GOAT ANTIBODY      

  DNK -  THIN LAYER CHROMATOGRAPHY, MORPHINE      

 
DOE -  RADIOIMMUNOASSAY, MORPHINE (125-I), GOAT
ANTIBODY AMMONIUM SULFATE SEP.      

  DOK -  FREE RADICAL ASSAY, MORPHINE      

  DPK -  LIQUID CHROMATOGRAPHY, MORPHINE      

862.3650 OPIATE TEST SYSTEM II     

  DJF -  GAS CHROMATOGRAPHY, OPIATES      
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  DJG -  ENZYME IMMUNOASSAY, OPIATES      

  DKT -  FREE RADICAL ASSAY, OPIATES      

  DLT -  HEMAGGLUTINATION, OPIATES      

 
LAH -  HIGH PRESSURE LIQUID CHROMATOGRAPHY,
OPIATES      

  LAI -  THIN LAYER CHROMATOGRAPHY, OPIATES      

862.3750 QUININE TEST SYSTEM I    General Guidance

  DIK -  THIN LAYER CHROMATOGRAPHY, QUININE    

  LAL -  EAS CHROMATOGRAPHY, QUININE    

 
LAM -  EIGH PRESSURE LIQUID CHROMATOGRAPHY,
QUININE    

862.3850 SULPHANIMIDE TEST SYSTEM I    General Guidance

 
DKW -  TEST REAGENTS FOR SULPHANIMIDE
DERIVATIVES    

862.3870 CANNABINOID TEST SYSTEM II     

  DKE -  REAGENTS, TEST, TETRAHYDROCANNABINOL      

  LAT -  RADIOIMMUNOASSAY, CANNABINOID(S)      

  LDJ -  ENZYME IMMUNOASSAY, CANNABINOIDS      

UNCLASSIFIED PHENCYCLIDINE (PCP) TEST SYSTEM       

  LCK -  THIN LAYER CHROMATOGRAPHY, PHENCYCLIDINE      

  LCL -  RADIOIMMUNOASSAY, PHENCYCLIDINE      

  LCM -  ENZYME IMMUNOASSAY, PHENCYCLIDINE      
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